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FREEDOM OF INFORMATION (FOI) SUMMARY 

Iversol (ivermectin) Liquid for Horses 

ANADA 200-292 

Med-Pharmex, Inc. 

2727 Thompson Creek Road 

Pomona, CA 91767-1861 

Date of Approval 



FREEDOM OF INFORMATION SUMMARY: 

1. GENERAL INFORMATION: 

ANADA Number: 200-292 

Sponsor Name and Address: 
Med-Pharmex, Inc. 
2727 Thompson Creek Rd 
Pomona, CA 91767-1861 

Generic Name: 
Ivermectin. 

Trade Name: 
Iversol (Ivermectin) Liquid for Horses, 

Dosage Form: 
Solution. 

How Supplied: 50 mL, 100 mL and 250 mL bottles. 

Marketing Status: Rx 

Amount of Active Ingredients: Each mL contains 10 mg of ivermectin. 

Route of Administration: 
By stomach tube (nasogastric intubation) or as an oral drench. 

Species: Horses. 

Labeled Dosage: 
The recommended dose is 200 mcg of ivermectin per kilogram (91 mcg/lb) of 
body weight. Each mL contains sufficient ivermectin to treat 110 lb (50 kg) of body 
weight; 10 mL will treat an 1100 lb (500 kg ) horse. 

Indications for Use: 
For the treatment and control of large strongyles, small strongyles, hairworms, 
pinworms, roundworms (ascarids), intestinal threadworms, large-mouth stomach 
worms, bots, lungworms, summer sores and cutaneous onchocerclasis. 



2. TARGET ANIMAL SAFETY AND DRUG EFFECTIVENESS 

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by 
the Generic Animal Drug and Patent Term Restoration Act, (53 FR 50460, 
December 15, 1988, First GADPTRA Policy Letter) an abbreviated new animal 
drug application (ANADA) may be submitted for a generic version of an approved 
new animal drug (pioneer product). New target animal safety data, drug 
effectiveness data, and human food safety data (other than tissue residue data) are 
not required for approval of an ANADA. An ANADA relies on the target animal 
safety, drug effectiveness, and human food safety data in the pioneer’s new’animal 
drug application. The ANADA sponsor is required to show that the generic 
product is bioequivalent to the pioneer. ANADA’s for drug products for food- 
producing animals will generally be required to include bioequivalence and tissue 
residue studies. A tissue residue study will generally be required to accompany 
clinical end-point and pharmacologic end-point bioequivalence studies, and blood 
level bioequivalence studies that can not quantify the concentration of the drug in 
blood throughout the established withdrawal period. For certain dosage forms, the 
agency will grant a waiver from conducting an in vivo bioequivalence study (55 FR 
24645, June 18, 1990; Fifth GADPTRA Policy Letter; Bioequivalence Guideline, 
April, 1996). 

Based on the formulation characteristics of the generic product, Med-Pharmex, Inc 
was granted a waiver from conducting an in-vivo bioequivalence study with Iversol 
(Ivermectin) Liquid for Horses. The generic and pioneer products are solutions 
with the same active and inactive ingredients. 

3. HUMAN SAFETY 

Human Food Safety 

Horses: Not for use in horses intended for food purposes. 

Human Safety Relative to Possession, Handling and Administration: 

The labeling contains adequate Warning statements as described below: 

Refrain from smoking and eating when handling. Wash hands after use. Avoid 
contact with eyes. 

Keep this and all drugs out of the reach of children. 

4. AGENCY CONCLUSION: 
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This ANADA submitted under section 5 12(b) of the Federal Food, Drug, and Cosmetic 
Act satisfies the requirements of section 5 12(n) of the act and demonstrates that 
Iversol (ivermectin) oral solution when used under the proposed conditions of use, is 
safe and effective for its labeled indications. 

Attachments: Generic an pioneer labeling. 



._ 

-------. 

F”G
 

4prsrw
4 



lo mg per mL 
CAUTK)N: Federal 1U.S.A.) 
law restricts this drug to us8 
by or on Ih9 order of a 
licensedveterinarian. 

Net volume: 100 mL 



to insure the dose is retained 

3 

, 
* 

Indications: For the treatment and 
control of large strongyles, small 
strongyles, hairworms. pinworms, 
roundworms (ascarids). intestinal 
threadworms, large-mouth stomach 
worms. bots. lunaworms. summer 
sores and cut&eo& onch&erciasis. 
Recommended Dose: 200 mcg of 
ivermectin per kilogram (91 mcgjlb) 
of body weight. Each mL contains 
sufficient ivermectin to treat 110 lb 
(50 kg) of body weight: 10 mL will 
treat an 1100 lb (500 kg) horse. 
See package insert for complete 
indications and use directions. 
Do not store above 30°C (86.F). 

Lot No.: Exp. Date: 

Precautions: 

poFsy k?faAing: Do not use in 
Intended for food 

purposes 

Caution: IVERSOC (ivermectin) Liquid 
has been formulated specifically for use 
in horses only. This product should not 
be used in other animal species as 
severe adverse reactions, including 
fatalities in dogs, may result. 
Refrain from smoking and eating when 
handling. Wash hands alter use. Avoid 
contact with eyes. 
Keep this and all drugs out of the reach 
of children. 

Store in a tightly closed container at room 
temperature. Protect IVERSOC (ivermactin) 
Liquid (undiluted or diluted) from light. 

Iss. 1 l-00 

Manufactured by 
Med Pharmex Inc. 

Pomona, CA 91767 

SUGGESTED PARPSITE CGNlRGl PROGRAM 
All horses should be included in a regular 
oarade control omarem tith oanicular 
ittantion b-dig &id-to mares, ioab and 
veeriingf Foals should be treated initially a( 6 
to 8 weeks of ag?. and routine, treatment 
weeted es apwopmte. IVERSOL ltvwmeainl 
Liquid effe~~wely controls gartroinrestinal 
nanetorks end bar in horses. Regular 
treatment will reduce the chances of 
verminous arteritis and colic caused by S. 
w@ris. Wl,h its broad drum. IVERSOC 
(ivwmenint Liquid is wdl suited 10 be Ihe 
nwbr wcdud in a oara& mmrol ~rcwam. 
MODEGFACllON 
Ivemvxiin, one of ,he avermeains. ldllsce&n 
par&ii roundv~ms and edoparasites such 
ar mites and lice. The avermecdnr are 
Merem in their xiion from o,hw antiwaras& 
egeats This e&ion involve3 a chemical lha, 
serves as a signal from one nerve cell 10 
amme,, or from I nerve cell 10 a muwle cell. 
This Ehemieal, a neurotr8mminer. is called 

B 
emmbeminotnxyrk acid OT GABA 

n roundworms, ivermecdn sdmulates the 
release of GABA from nerve endings and 
enhanceS binding of GABA ,o special 
rec@ors et nerve pnctions. ,hus imerru&q 
new impulses. thereby pardyxing and killing 
the parasite 
The enhancement of the GABA effec, in 
ahropds such as m%es and tics resembles 
thal in roundworms except that nerve 
impals are intwrupted between the nerve 
ending sod ,he mu& ceil. Again, this leads to 
perws and deem. 
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FOR VETERINARY 
USE ONLY. 

IVERSOL 
(IVERMECTllV~ 
Liquid for Horses 

10 mg per mL 

ANAOA “29&3yed by FDA 

liierrnectint 
Liquid for Horses 

FoR”~l”~~ON‘V 
CAUTION: 
F&al lU.SAl law r-x%& Ihis drug 10 use 
by oran thaw&of @ ficewed waerinarian. 
lNlliODUCllC+4 
IVERSOL livermeztint Li uid fof Horses has 
been formulawd 3 
adminirfmiion by stomgh 

professional 
tube or oral 

drench. One tow4ume dose is effeaive 
egainrt ifwortant inted paredws. inc!udhg 
~erml aegges of Srmng$us wlgans and 

- 

b 
Rnidve WJmhg: 00 no, 
use in horses imended for 
food pwpo~. 
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* Caution: WERSOL fivennecttnl Liquid bar 
teen fomdeted SpeciMly for 059 in horses 
only. This pr&cl should not be used in other 
animal Jpedes as revere adwrs reaciions, 
induding fat&es in dogs may resuh. 
1 Refrain from smoking and eating when 
ha\dling. Wash bands after usa. Awid contad 
w&~%Ke~~.tftfs nd d &ws ad of Hr 

- Store in e tightly dosed mntainer at roan 
terll~etu*. 
+ Proted IVERSGL livermenint Liouid 
fundlutedwdillJfedtfrcinftgtic . 
. For cusonw rervia, amtact: Med Phamw 
Ioc, 2727 llkoqmn creek Rd., Pomona, cd 
91767. 
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CAUTION: federal (U.S.A.) 
law restricts this drug to use 
by or on the order of a 
licensed veterinarian. 

Net volume: 250 mL 

nn> MED-PHARMEX INC. 
Pomona, CA 91767 

ANAOA I X0-292, Approved by FDA 

rridlostron “l”S exe! 
R tdrgeinoul Stmnach Worm (adults): 

HabrMema rn”SCde 

DOSAGE 
IVERSOC livermenird Liquid iw How is 
form&ted for admnis,ra,ion by stoma& tube 

Plecautions: 

b 

~o~$Ise Warning: Do not use in 
Intended for food 

purposes 

Caution: IVERSOL (ivermectin) Liquid 
has been formulated specifically for use 
in horses only. This product should not 
be used in other animal species as 
severe adverse reactions, including 
fatalities in dogs, may result. 
Refrain from smoking and eating when 
handling. Wash hands after use. Avoid 
contact with eyes. 

ztiyzd all drugs out of the read\ 

Store in a tightly closed container at room 
temperature. Proted NERSOL (ivermectin) 
Liquid (undiluted or diluted! from light. 

Iss. 1 l-00 

Manufactured by 
Med Pharmex Inc. 

Pomona, CA 91767 



Dosage 
EQVALAN Liquid for Horses is for- 
mulated for administration by stom- 
ach tube (nasogastric intubation) or 
as an oral drench. The recom- 
mended dose is 200 mcg of iver- 
mectin per kilogram (91 mcgAb) of 
body weight. Each mL contains 
sufficient ivermectin to treat 110 lb 
(50 kg) of body weight: 10 mL will 
treat an 1100 lb (500 kg) horse. 

Administration 
Use a calibrated dosing syringe 
inserted into the bottle to measure 
the appropriate dose, or pour the 
EQVALAN Liquid into a graduated 
cylinder for dose measurement. 
Use a clean syringe if accessing 
the bottle to avoid contaminating 
the remaining product. 
Admlnlstratlon by stomach tube 
(gravity or positive flow): The recom 
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mended dose can be used undilut- 
ed or diluted up to 40 times with 
clean tepld water (see Notes to 
Veterlnarlan). Use tepid water to 
flush any drug remaining in the 
tube into the horse’s stomach. 

Admlnlstratlon by drench: For 
administration by this method, an 
undiluted dose is usually preferred. 
Clear the horse’s mouth of any food 
material, elevate the horse’s head, 
and using a syrlnge, depogtt the 
appropriate dose In the back of the 
mouth. In order to avoid unnecessary 
coughing or the potential for material 
to enter the trachea and lungs, do 
not use excessive pressure (squirt- 
ing), do not use a large (diluted) dose 
volume, and do not deposit the dose 
In the laryngeal area. increased dose 
rejection may occur If the dose is 
deposited In the buccal space. Keep 
the horse’s head elevated and 
observe the horse to insure the dose 
is retained. 8 

Description 
Indications 
Dosage 
Administration 
Suggested Parasite 

Control Program 
Mode of Action 
Safety 
Precautions 
Environmental Safety 
Notes to Vetertnarian 
Package Information 
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Suggested Parasite 
Control Program 
All horses should be included in a 
regular parasite control program 
with particular attention being paid 
to mares, foals and yearlings. 
Foals should be treated initially at 
6 to 6 weeks of age, and routine 
treatment repeated as appropriate. 
EQVALAN effectively controls 
gastrointestinal nematodes and 
hots in horses. Regular treatment 
will reduce the chances of ver- 
minous arteritis and colic caused 
by S. vu/ge& With its broad spec- 
trum, EQVALAN is well suited to be 
the major product in a parasite con- 
trol program. 

EQVALAN Is a registered trademark of 
Merck a Co., Inc., 
Whitehouse Station. NJ.. U.S.A. 
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Introduction -, . 
EQVALAN* (ivennectln) Liquid for 
Horses has been formulated for 
professlonal administration by 
stomach tube or oral drench. One 
low-volume dose Is effective 
against important Internal para- 
sites, fncludtng the arterial stages 
of Sffongy/us vu/gads, and hots. 
Discovered and developed by 
sctentlsts from Merck Research 
Laboratories, lvermectin Is a potent 
anffparasltlc agent whose chemical 
structure Is different from those of 
other antiparasltic agents. Its con- 
venlence, broad-spectrum efficacy 
and safety margin make EQVALAN 
Llqold an Ideal parasite control 
productfor horses. 

Product Description 
Ivermectin Is derived from the 
avermectlns, a family of potent, 
broad-spectrum antlparasltlc agents, 
which are isolated from fermen- 
tation of Sfrepfomyces avermifilis. 

EQVALAN Liquid Is a clear, ready- 
to-use solution with each mL 
containing 1% lvermectin (10 mg), 
0.2 mL propylene glycol, a0 mg 
polysorbate 60,9 mg sodium phos- 
phate monobasic monohydrate, 
1.3 mg sodium phosphate dibasic 
anhydrous. 1 mg butytated hydrox- 
ytoluene, 0.1 mg disodium edetate, 
3% benzyf alcohot and purified 
water q.s. ad 100%. 

Mode of Action 
lvermectin, one of the avermectins, 
kills certain parasitic roundworms 
and ectoparasites such as mites 
and lice. The avermectins are dif- 
ferent in their action from other 
antiparasitic agents. This action 
involves a chemical that serves as 
a signal from one nerve cell to 
anpther, or from a nerve cell to a 
i@scle cell. This chemical, a neu- 
rotransmitter, is called gamma- 
amlnobutyric acid or GABA. 
In roundworms, ivermectin stimu- 
lates the release of GABA from 
nerve endings and enhances bind- 
ing of GABA to special receptors at 
nerve junctions, thus interrupting 
nerve impulses - thereby paralyz- 
ing and kjlling the parasite. 
The enhancement of the GABA 
effect in arthropods such as mites 
and lice resembles that in round- 
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Product Indications 
EQVALAN Liquid is Indicated for 
the effective treatment and control 
of the followlng parasites or para- 
sitlc conditions in horses: 
large Strongyles: 
Strongytus vulgaris (adults and 

,t’arterfal larval stages) 
S. sdentatus (adults and tissue 
stages) 
S. equinus (adults) 
Triodonfophorus spp (adults) 

Small Strongyles - including 
those, resistant to some benzlmida- 
zole.blass compounds (adults and 
fourth-stage larvae): 
Cyathostomum spp 
cy/lcooyctus spp 
Cylcosiephanus spp 
Cytkodontophorus spp 
Pinworms 
(adults and fourth-stage larvae): 
oxyuris epui 
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Ascarlds (adults and third- and 
fourth-stage larvae): 
Parascarts equorum 
Halnvorms (adults): 
Trichostrongytus avei 

Large-mouth Stomach Worms 
(adults): 
Habronema muscae 

Bats (oral and gastric stages): 
Gastrophitus spp 
Lungworrns 
(adults and fourth-stage larvae): 
Dicfyo~~ulus arnfleldi 

Intestinal Threadworms 
(adults): 
Strongyloides westeri 
Summer Sores caused by HabrcL 
nema and Dtaschia spp cutaneous 
third-stage larvae. 

Dermetttfs caused by neck thread- 
worm microfilariae, Onchocerca sp. 
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DOSAGE AN0 ADMINISTRATION: 
EOVALAN. (ivermectin) Liquid for 
Homes Is formulated for administratton 
by stomach tube (nasogastrk btuba- 
tion) Was an oral drench. The recom- 
mended dose is 200 mcg of lvermectin 
per kilogram (91 mcgllb) of body 
weight. Each mL contains sufflclent 
lvermectin to treat 110 lb (50 kg) of 
body wetght; 10 ml will treat an 1100 tb 
(500 kg) home. 

See package insert for complete indi- 
cations and use directtons. 

Store In a tightly closed container at 
room temperature. Protect EQVALAN 
Liquid (undiluted or diluted) horn tight. 

Lot No 5 Exp Datev 

0 MERCK Ag4etoivbien 
Marcklcc.,he. 
llafw.NewJarrsvomsMslzu.~ 

FOR VRiERlNARY USE ONLY 

lE!@!Elhm swWunmususe 
(ivermectin) @f@-reae(iocrpl 

Rckablllmnsmnk 

Liquid for Horses 
handsalterure.Avoiacontadwiiheye+ - 
K.scptldssndsttdlugsoutoflhsleachdchtklrelb 

10 mg per mL 9tmloat$hUydceedomtaheratmuntacqmtwa -.._aPA. .a .,.*...a* -~..1~.-~.-I--c.c‘ 

100 mL Product 25877 
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Safety 
EQVALAfP (ivennectln) Uquid may 
be used in horses of all ages 
including mares at any stage of 
pregnancy. Stalllons may be treat- 
ed without adversely affectfng their 
fertility. These horses have been 
treated with no adverse effects 
other than those noted under 
Notes to Veterlnarfan. 

Precautions 
l Caution: EQVALAN Liquid has 

been formulated speclfically for 
use in horses only. This product 
should not be used in other ani- 
mal species as severe adverse 
reactions, including fatalities In 
dogs, may result. 

l Refrain from smoking and eating 
when handling. Wash hands after 
use. Avoid contact with eyes. 
Keep thls and all drugs out of 
the reach of children. 

For customer service, contact 
Technical Services Department, 
U.S. Operations, Merck AgVet 
Division of Merck & Co., Inc. 
Box 2000, Rahway, New Jersey 
07065-0915. 

Environmental Safety 
Studies indfcate that when iver- 
mectin comes In contact with the 
soil, it readily and tightly binds to 
the soil and becomes inactive over 
time. Free ivennectfn may adversely 
affect fish and certain water-borne 
organisms on which they feed. Do 
not contaminate fakes, streams, or 
ground water by direct application 
or by improper disposal of drug 
containers; Dispose of drug con- 
tainer In an approved landfill or by 
I-^,^--‘!-- 

Notes to Veterinarian 
Swelling and itching reactions after 
treatment with EQVALAN. have 
occurred in horses carrying heavy 
infections of neck threadworm 
microfilariae, Onchocerca sp. 
These reactions were most likely 
the result of microfilariae dying in 
large numbers. Symptomatic treat- 
ment may be advisable. 
Healing of summer sores involving 
extensive tissue changes may 
require other therapy In conjunction 
with EQVALAN. Reinfection, and 
measures for its prevention, should 
afso be consldered. 
Special consideration should be 
given to the effects or pots 
inks-y from handling, restrs 
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Package Information 
imorooer administration false see EQVALAN Liquid fo- ‘I----- 
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microfilariae, Onchocerca sp. 
These reactions were most likely 
the result of microfilariae dying In 
large numbers. Symptomatic treat- 
ment may be advisable. 
Healing of summer sores involving 
extensive tissue changes may 
require other therapy in conjunction 
with EQVALAN. Reinfection, and 
measures for its prevention, should 
also be considered. 

Special consideration should be 
given to the effects or potential for 
injury from handling, restraint, and 
placement of the tube durlng 
administratlon by stomach tube. 
EOVALAN tiquid should be admln- 
istered by drench if the risks asso- 
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use by a veterinarian only and IS 

not rscommended for dlspenslng. 

EQVALAN Llquld In 1 to 20 and 
1 to 40 dilutions with tap water has 
been shown to be stable for 
72 hours under the condltlons,?ec- 
ommended for the product (Le., at 
room temperature, In a tightly 
closed container, protected from 
light). The diluted product does not 
promote the growth of common 
organisms. However, prolonged 
storage of the diluted product can- 
not be recommended, as the 
effects of possible contaminants 
and interactions with untested 
materials are unknown. 

treat IO-500 kg (1100’1 
Contents may be poui,, ,,,.- . 
graduated cylinder for dose mea- 
surement. Alternatively, a clean 
syringe may be inserted directly 
into the bottle to draw off the 
appropriate dose. 
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